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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on September 3, 2009 has been entered. 

Response to Arguments 

Applicant's arguments with respect to claims 1, 4-7, 10, 12, 13, 15-18, and 22-25 have 
been considered but are moot in view of the new ground(s) of rejection. 

The applicant has argued with respect to the Lansac (US 2005/0065597 Al) rejection, 
that the present invention predates the Lansac priority date. The examiner disagrees. The 
Lansac publication claims priority to provisional application 60/552,199 filed on March 12, 2004 
which is earlier than applicants priority date. The 597' publication appears to be fully supported 
by the 199' provisional application. 

The applicant has argued that Chevillon (US 6,51 1,506 Bl) does not disclose an outer 
discontinuous device and an inner discontinuous device (two separate discontinuous devices). 
The examiner disagrees as this is not what is claimed. The applicant has claimed a single 
discontinuous device (not specifying if it is on an inner or outer or both parts of the device). 
Chevillon discloses an inner and outer device (150 and 29; 150 disclosed to be made similar to 
29), both shown in fig. 1 to be discontinuous. The continuous device may be considered element 
31 (formed as a loop with no free ends). The applicant has argued further that Chevillon' s 
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device is not capable of placement in an aortic valve lumen. The examiner disagrees. 
Chevillon's device is used in the vasculature and thus would fit in other vessels including the 
aortic lumen as well. It has a size/shape/configuration that would allow placement in such a 
location. Although it may cover a native valve, a replacement valve may be inserted inside 
Chevillon's device. Further, whether the native valve would function properly or be harmed is 
not the issue at hand, instead the issue is if Chevillon's device has a size/shape that would 
physically fit in such a location, which is seems it would. The applicant has also argued that 
Chevillon does not disclose devices made of synthetic fibers. The examiner disagrees. 
Chevillon discloses use of such materials in making up the devices (col. 2, lines 31-34; col. 6, 
lines 21-23). 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 5, 6, and 22 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. In claim 1, lines 14-16, a continuous ST J stabilizing device is required to 
stabilize both the inside and outside of the STJ. This is considered new matter as "a continuous 
sinotubular junction stabilizing device" is seemingly one device (at least termed so in the 
specification-either the inner or outer ring) thus it is unclear how it may be provided on the 
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inside and outside of the STJ at the same time. Also, if applicant is considering the continuous 
STJ stabilizing device to be two components, it is unclear how it may be termed "continuous" if 
the inner and outer parts are discrete (discontinuity between them). Claims 5, 6, and 22 depend 
upon claim 1 and inherit all problems with the claim. Applicant may want to consider instead 
claiming, "a sinotubular junction stabilizing device comprising a continuous inner ring adapted 
to stabilize the inside of the sinotubular junction and a continuous outer ring adapted to stabilize 
the outside of the sinotubular junction". Similar problems exist with the terminology of the 
aortic annulus stabilizing device. 

Claims 5, 6, and 22 depend upon claim 1 and inherit all problems associated with the 
claim. For instance, claim 6 requires two end markers on the annulus device, however the 
specification only supports these particular markers on the outer annulus band. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1,5,6, and 22 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "the inner discontinuous aortic annulus stabilizing device" 
and "the inner continuous sinotubular junction stabilizing device" in lines 9 and 11. There is 
insufficient antecedent basis for these limitations in the claim. 
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Claim 1 recites the limitation "the continuous sinotubular junction stabilizing device" in 
line 7. There is insufficient antecedent basis for this limitation in the claim. Although this 
feature is introduced in the claim (line 14) it is not until later in the claim. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2 ) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 13, 16, and 23 are rejected under 35 U.S.C. 102(e) as being anticipated by Lansac 
(US 2005/0065597 Al, cited previously). Lansac discloses a method comprising implanting a 
discontinuous device (2; fig. 2) proximate the aortic annulus (see fig. 10, 1 1) and implanting a 
continuous STJ device (1; fig.l) proximate the STJ (see fig.10, 1 1), wherein both are made of 
synthetic fiber (POO 15). The discontinuous device has vertical marks (end surfaces of 2) with an 
extra margin (sutures 3, 4) of at least 2 mm (inherently must be larger than 2 mm in order to be 
capable of knotting sutures together). No artificial graft connects the two devices. 

Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by Chevillon et al. (US 
6,51 1,506 Bl, cited previously). Chevillon discloses a discontinuous device (150 and 29) 
capable of use at an aortic annulus and capable of stabilizing the inside and outside of the lumen 
(inner 150 and outer 29), and a continuous device (31 and 150) capable of placement at a 
sinotubular junction to support the inside and outside (150 inside, 31 outside, 31 which is 
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continuous). Chevillon discloses both devices (150 or 29 and 150 or 31) to be made of synthetic 
fiber (col.2, lines 31-34, portions of the discontinuous and continuous device are made of 
synthetic fiber) and the inner devices to have thinned areas (of 150, the fabric in between struts 
of 3 1 is thinner than where the struts 3 1 are located). 

Claims 13 and 15 are rejected under 35 U.S.C. 102(e) as being anticipated by Duran (US 
2007/00016290 Al, cited previously). Duran discloses method comprising implanting a 
discontinuous stabilizing device (suture 17; may be considered discontinuous as it has two free 
ends tied/knotted together) proximate the aortic annulus and implanting a continuous stabilizing 
device (suture 18 may be considered continuous as it has one single length used throughout the 
circumference-instead of a plurality of discontinuous short sutures as used in plicating) 
proximate the sino tubular junction both being a synthetic fiber (polypropylene suture; P0058). 
Duran discloses the continuous device (18) to have three markers (20). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chevillon et 
al. (US 6,51 1,506 B2, cited previously). Referring to claim 5, Chevillon discloses placement of 
markers on the ring devices (col.7, lines 56-59) for positioning purposes, however does not 
discloses the particular placement claimed (placement of three equally spaced markers). It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
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made to place three markers at such a location as such would provide predicable results of 
increased visual accuracy in positioning. 

Referring to claim 6, Chevillon discloses the discontinuous device (29 or 150) having 
vertical marks (330, 331) at ends thereof with extra margins (350, 351) to allow fixation. 
Chevillon does not disclose however, what length the marks (330, 331) are from the ends. It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to have the marks about 2 mm from the ends since such would be a mere relocation of 
parts. In re Japikse, 181 F.2d 1019, 86USPQ 70 (CCPA 1950). 

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lansac (US 
2005/0065597 Al, cited previously) in view of Tremulis et al. (US 2003/0069593 Al, cited 
previously). Lansac discloses the method of treatment substantially as claimed. Lansac 
discloses a STJ stabilizing device however does not disclose the device to have three spaced 
markers. Tremulis teaches in the same field of valve repair devices and methods, the use of three 
spaced markers on repair devices such that the surgeon can identify and orient as desired the 
device (P0048). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made combine Lansac's method of repairing a valve region of the heart with a 
device, with Tremulis's teaching of placing markers on valve devices in order to provide 
increased identification and orientation during implantation of the device. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached at 571-272-4754. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/DAVID ISABELLA/ 

Supervisory Patent Examiner, Art Unit 3774 



